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Verification and Validation

GHTF Process Validation
ISO 13612

ISO13532 Self test
1ISO11135,1SO 11137
Sterilization (If any)
ISO11607 Packaging
Clinical Trial /Review
etc

Regulation / Pre & Post Market

GHTF Process Validation
1ISO11135,1SO 11137
1ISO10993

1ISO11607 Packaging / Sealing
validation

1ISO11737-1, ISO 11737-2
ASTM1980 Shelf life test
Clinical Trial /Review

Etc.

Regulation / Pre & Post Market

IEC 60601-1 Safety
IEC 60601-2 EMC
IEC 60601-4 Use

IEC 62304 Software
IEC 62366

Clinical Trial /Review
Etc.

Regulation / Pre & Post Market



